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DECUWTION UNDER 3tCJ,r!. §1.132 
Dr. Oiaf Behrend, dedares and states as foikjvvs. 



1 , I r©cslV8d a yntvsrsitjs? dipiorna dsgres in Gheniicsi Erigln©©nng in 1 9S6 
from kaiisFuhe Oniversity. Thers^terJ received a dtK^ofai degree in 
Chemical Erigijinerihg In 2002 from Karlsmhe Unlvs^ity. 



2. fmm November 2007 m January? 20€i9, 1 mts employed by Bayer 
HeaithCars AG and tHen subsequently Bayer Animal Health GmbH. Uy 
prdssnt position is fomiylation scs^ntlstj wth Bo@hnnger Ingslhesm 
Pl-5arma Gmbl-^ a Co. KG. 



3. Undsr my direction and control a study to compare the shear viscossr/ 
and yield strength of -oor!;c\vt';'.i;» if.cu.QSr;;-; j^anoflcxacifs ^srsd ^.uhef 
excipients was conducied- Five fomsuiatsons wsre p? epared as can be 
sesn on the attached supporting documents (Attachment 1 ). One 



formulation included enrofioxadn and the other four formulations Included 
pradofloxscin. The pradofloxadn formuiatlon of the present invention is 
listed as formulatior^ number 5 and induded pradoOoxacin trlhydrate, 
amberllte IRP 64, sorbic add< ascorbic add, propylene glycoie, xanthan 
gum, and vanilla flavour. Formulation rujmber 1 includsd pradofloxacin 
tfihydrate, ambedite IRP 64, sorblcadd, propylene giycole. iactic acid, 
sodium hydroxide, silica, and mait syrup 80%. Fo? mulation nusT^ber 2 
included 8?irofioxacin. ambePiie iRP 64. sorbic acid, propylene glycol^s. 
lactic acid, sodium hydroxide, siiica, and malt symp 8C5%. Foniiulatlon 
numbers included prsdofioxacln tdhydrate, smbedite IRP 84, sorbiC acid, 
propvlsne giycola, lactic acid, sodium hydf^xida, and sillos. Formulation 
number 4 mcluded prado^oxacin trihydrate, amberlite {RP 64, sorbic add. 
propi^ene giycole, lactic acid, sodium hydroxide, and a higher level of 
silsca then fofr?iuiation 3. 

4> The shear viscosity and yield point were measumd for all 5 formulations 
using s rotstlcjial vfssoslmetef , 

5. Formulation 1 Pad a shear viscosity of 59 mPa^; at 150 s ' and no 

detectable yseic ■,^o n: Formuiation 2 had a ,snear viscosity of 66 rr;Pa*s al 
150 s'' and no nefoaaD C yield point, Forrnulatior; 3 iiad a shear viscosity 
of 15 mPa^^s at 1 50 s"' and ?>o detectable yield point Fonr?ulatlon 4 had a 
shear viscosity of 80 mPa*s at ISO s""* and no detectable yseld point 
Bnally, Formulation 5 had a shear viscosity of 334 mPa*s at 150 s ' and a 
^ieid point oris. 

S. As can be observed based on these results, Formyiation 5 that included 
xantban had a higher shear viscosity and actually had a yield point 
Formulations 1-4 that did not Include xanthan, but incbdsd silica, had a 
iovver shear viscoslsty and no detectable yield point. Trsis dra?-natlc 



d^nenee in s^ear viscosity and yisici point is not ar^lieipated on^e haBm 
of the mlfiqr change in the composition. 



7. The signee furtJier declares that ail statements made herein are bePeved 
to be true; and fertlier that fsese statements v^re made with the 
knowledge that willful fa^se statements and the like are punishable by tine 
or irnprisonmenL or both, under 18 U-S.C. 1001, and thai such wiiifui false 
statements may jeopardize the vaiidiiy of the application or any patent 
issuing tierefrom. 
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